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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 1 1-15- 
2006 has been entered. 

The amendment filed on 1 1-15-2006 is acknowledged. Claims 1 1, 37 and 41 have 
been amended. Claims 42-47 have been added. The amendment filed on 1 1-20-2006 is 
acknowledged. Claims has been acknowledged. Claims 4, 1 1-12, 34, 37-38 and 41-47 are 
pending. Claim 12 remains withdrawn from consideration. Claims 4, 1 1, 34, 37-38 and 
41-47 are currently under examination. 

Information Disclosure Statement 

The Information Disclosure Statement filed on 7-31-2006 has been considered. 
An initialed copy is attached hereto. 

Claim Rejections Maintained 
35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 4, 1 1, 34, 37-38 and 41-47 are rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for methods of detecting HCV 
in a biological sample by treating said sample with a "treatment solution" and a "reaction 
buffer" wherein said "treatment solution" inactivates antibodies present in the sample and 
consists of guanidine hydrochloride, HCL, Triton X 100 and Tween 20 and wherein the 
reaction buffer consists of 100 mM sodium phosphate buffer, pH 7.3, containing 0.15 M 
NaCl, 1% BSA, 0.5% Casein-Na, 0.05% Tween 20 and 1 M Tris (as defined on page 48 
of the specification), does not reasonably provide enablement for methods of detecting 
HCV utilizing treatment solutions or reaction buffers other than those set forth above or 
any methods for detecting for essentially the reasons set forth in the previous Office 
action in the rejection of claims 4, 1 1, 34, 37-38 and 41. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make/use the invention commensurate in scope with these claims is 
maintained for reasons of record. 
Applicant argues: 

1. The SDS concentration disclosed in the Declaration filed 2-8-2006 (1.25%) reflects 
the diluted concentration. 

2. The specification discloses that "a treatment agent containing a surfactant other than a 
anionic surfactant such as SDS can weaken the denaturing effect of SDS on the 
immobilized antibody and, as a result, enhance sensitivity...". 

3. Example 4 exhibits the effects of CHAPS, (amphoteric surfactant), urea (protein 
denaturant) and Triton-X (nonionic surfactant). 
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4. The Declaration of 2-8-2006 points out that a conventional buffer can be used in the 
instant method. 

5. The buffer disclosed in the Declaration of 2-8-2006 is a minor modification of the 
buffer disclosed in the cited reference by Aoyagi et al. 

6. Where 5% SDS is mixed with the same amount of serum there is a high probability 
that most of the SDS would bind to proteins in the serum leaving little SDS to denature 
the antibody probe. 

7. The specification on page 9 discloses the "treatment" of both HCV and HBV viruses. 

8. Example 14 discloses the use of a reaction buffer, which is a conventional buffer, in a 
method to measure HBV core antigen. 

Applicant's arguments have been fully considered and deemed non-persuasive. 

With regard to Point 1, if the values disclosed in Table A of the Declaration filed 
2-8-2006 reflect the final concentrations, then the concentrations of all the other 
components do not reflect the concentrations disclosed in the specification. 

With regard to Point 2, the cited portion of the declaration describes a possible 
means of action for SDS but is silent with regard to the specific concentrations needed to 
meet all the limitations of the claims (i.e. the conditions that inactivate endogenous 
antibodies but not the antibody probe). 

With regard to Point 3, the cited portions of the specification address the effects 
the concentration of CHAPS, urea and Triton X 100 on the ability to detect a "probe 
antibody" but is silent as to the effects said concentrations have on serum antibodies. 

With regard to Point 4, the Declaration states that volume of the reaction buffer is 
conventional not that the buffer itself is conventional. (see points 4-6 of the declaration). 
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With regard to Point 5, disclosed the Aoyagi et al. reference was not disclosed to 
inactivate endogenous antibodies but not the antigen or antibody probe. It is was merely 
shown to have efficacy as an ELISA buffer. 

In response to Point 6, , it is noted that the features upon which applicant relies 
(i.e., that the amount of SDS and serum are equal [v/v]) is not recited in the rejected 
claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1181, 
26 USPQ2d 1057 (Fed. Cir. 1993). Moreover, if at a concentration of 5%, SDS binds all 
the protein in serum, it would necessarily bind (and denature) the viral antigen to be 
detected. 

With regard to Points 7 and 8, the specification discloses no examples detecting 
HBV utilizing the combination of a "treatment solution" and a "reaction buffer". The 
only Example drawn to HBV utilizes a "treatment solution" only. Moreover the 
specification is silent as to what constitutes the "reaction buffer" in Example 14 or 
whether said preferentially denatures serum antibodies but not the viral antigens or probe 
antibodies. 

As outlined previously, the instant claims are drawn to methods of detecting HCV 
or HBV in a biological sample by treating said sample with a "treatment solution" 
wherein said "treatment solution" inactivates antibodies present in the sample (see step 1 
of claimed methods). Said sample is then subjected to an immunoassay that utilizes an 
antibody probe after the treated sample is added to a reaction buffer. The specification 
gives no guidance as to what combination of components, other than those set forth 
above, would result in a treatment solution that would inactivate the endogenous 
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antibodies present in the biological sample (step 1 of the claimed methods) but not 
inactivate the antibody probe subsequently used in the immunoassay (step 2 of the 
claimed methods). Moreover, the specification is silent as to what, other than those 
components set forth on page 48 of the specification, constitute a "reaction buffer". The 
specification is equally silent on which antibody probes, if any, would be impervious to 
the inactivating properties of the claimed "treatment solution". Applicant has argued, 
"Applicant has been able to detect an antigen of HCV and HBV with a high degree of 
sensitivity". However, contrary to that assertion, only one working example (example 1 0) 
utilizes both a reaction solution and a reaction buffer. While the skill in the art of 
immunology, chemistry and protein chemistry is high, one of skill in the art would not be 
able to contemplate what combination of treatment solution components, reagent buffer 
components and antibody probe (other than those set forth above) would meet the 
limitations of the claimed methods since the antibody probe (which must remain 
functional in order to be used to detect viral antigens in the immunoassay) and the 
endogenous antibodies (which must be inactivated) are exposed to the identical 
conditions. Since, one of skill in the art would not readily be able to predict the effects of 
a given solution (i.e. that the solution inactivated the endogenous antibodies present in 
the sample but not inactivate any antibody probe), he/she would not be able to make the 
treatment solution or reaction buffer (other than those set forth above) needed to perform 
the claimed method without undue experimentation. Consequently, the specification is 
only enabling for methods of detecting HCV in a biological sample by treating said 
sample with a "treatment solution" and a "reaction buffer" wherein said "'treatment 
solution" inactivates antibodies present in the sample and consists of guanidine 
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hydrochloride, HCL, Triton X 100 and Tween 20 and wherein the reaction buffer consists 
of 100 mM sodium phosphate buffer, pH 7.3, containing 0.15 M NaCl, 1% BSA, 0.5% 
Casein-Na, 0.05% Tween 20 and 1 M Tris (as defined on page 48 of the specification). It 
should be noted that the concentrations of solution components in HBV and HCV 
solutions differ (see Examples 4, 5, 6, 10 and 14). Moreover, the specification discloses 
no examples detecting HBV utilizing the combination of a "treatment solution" and a 
"reaction buffer". The only Example drawn to HBV utilizes a "treatment solution" only. 
Consequently, the specification is not enabling for any method of detecting HBV. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Zeman whose telephone number is (571) 272- 
0866. The examiner can normally be reached on Mon - Thur. 7am - 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on (571) 272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto. gov . 

Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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